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Marct] 5, 199’/

WARNING LETTER
CIN-WL- 96-115

CERTIFIED MAIL
RETURN RECEIPT REQU ESTED

DCa L- Mr. St. raus; s :

‘rt~is i~ j 11 L-c fcrer’ce to The Golden Salve with propolis and six

ot_hcr prcjd~lc-’tf+ whictl are manufactured and marketed by your firm.

‘1’hcse prod~lcts arc drugs (section 201 (g) of the Federal Food, Drug,

anti Cos[Ti(.2L i c Act (Act) ) because ~t~eir labeling states that they are

B

irltcr:~ied Lo t-.rea L , cure , or prevent disease . Since these products

c1I.”f.: (-Jf- f Ct:c!d [or sale over -”the-counte~- (,OTC) ,
they are required to

comp] y wi L1’~ <JL?l]~Kal regulations covering OTC drugs (21 Code of.

[’Qd(~ r :11 Rcclul aLlo Ils part 330) and specific OTC drug product
—d. —--—-——-
mollcXp@l ( s) ( including one tentatively adopted) , or be covered by

cl rug appl. ica~. i.orl . If this i.s not the case, the
:1rl appr”cmd 11(2W

be legally marketed
~Jrod~lc:t. i:; ~111LIrlapprovecl new drug w~~lcl~ may not -
i[] [.t]c [Jrli t.cc~ St. atle E]. OUL- commeIILs are as follows :

“The Golden ~-alve with ProPoli_q”.—-— __---...-..—

“Prgoliu Ext-~act”__-— ——--—--—

IIEc h i n a c e a_..EXt-~-Q.C-~”-. ...--------.-—

k
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.
“Comfrey Rcot Extract”——.. -— ——.. —— .

‘Sh is product is labeled “for coughs, respiratory problem~,
intesti[]al irritation, ulcers, broken bones, bruises, burrls and
wour 1s . “

“Goldenseal ExtracQ”

‘~l]i.s product is labeled as “a powerful antiseptic and has been used
for infection and stomach conditions. ”

“Calendula Extract”

‘1’hLs ~>roduc:t is labeled for “use in fever. infection~ boil~t and
;lb$jC~!SS~S. “

[]asecl on tiicir labeled indications, the above products are subject
t_o one or more of the following Final Rules:

● ‘1’o~>.ical Ar~timicrobia] (Acne) Products (21 CFR 333.320)

● [~isc:cllaneous External Drug Products, Subpart H-Drug Products
for the Control of Dandruff, Seborrheic Dermatitis, and

●
Psoriasis (21 CFR 358.710)

● Dr~lC/ Products Offered OTC tor the Treatment of Boils (21 Ct’R
3101531) Oral }Iealth Care Drug products (21 CF’R 310.545(a) (14)

● (:L-)1d , Cough, Al~crgy, [~ronchodilator, and Antis.sthmatic Drug

[’rocl~; c:ts (21 CI;’R 341.14),

“Herbal Smoke Tobacco Substitute”——.——..—
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markc~ed in the United States since they are not approved (section
505) . They are also misbranded (section 502(f) (1) of the Act)
because the labeling fails to bear adequate directions for use.
Products which are labeled as antiseptics for external use are also
misbranded (section 502(f) (2)) because they do not contain the
caution statement required by 21 CFR 369.20.

‘1’IIc above li~;t of violations is not intended to be an all-inclusive
of t:hc)sc that exi:>t at your firm. It is your responsibility to
cns[]r-e c.t~at. the drug products you market meet all requirements of
Ltlc! Act dnd its implementing regulations. Federal Agencies are
advised orl tt~e issuance of Warning Letters about drugs and devices

!’ }>--lt-!;0 G... . .. the}’ nl,~y take r.his information into account when

co[]giderirlg the award of contracts.

YOLJ s;nould Lake prompt action to correct these violations. Failure

Lo pt-c)mpt]y correct these violations may result in regulatory
ac;t i on wi Ltlc)ut furttlcr notice. This action may include seizure
alld/c)r i[lj~]r]c:tio[l.

~“) 1
A. case I-c f;pond tJ this office i n writing, within fifteen (15)

work i,rlg days oc your receipt of this letter, of the specific
actlio[ls YOU will take to correct the violations. Your response

st]ould i~lcl~~de a]~ explanation of each step being taken to prevent
~-~:c:,ll-rencc of similar violations. lf corrective action cannot bc
Ccmpk!t(:d within fifteen (1s) working days,
L.llc dc!ay a rld t. h c Lime within which the

C(JITI; JIN. C!C”I.

state the reason for
corrections will be

Drug Administration,
45202-1097, to the

Sincerely,

.Johr~ R. Marzilli/“
. District Director

/ C.inc.itlnati. District

f’(;})/J>jk-..
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